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Application No.: 09/530,795 2 Docket No.: 270142000300 

This brief contains items under the following headings as required by 37 C.F.R. § 41.37 
andM.RE.R§ 1206: 



I. 


Real Party In Interest 


n 


Related Appeals and Interferences 


in. 


Status of Claims 


IV. 


Status of Amendments 


v. 


Summary of Claimed Subject Matter 


VI. 


Issue 


vn. 


Grouping of Claims 


vm. 


Arguments 


DC. 


Claims Involved in the Appeal 


X. 


Conclusion 


Appendix A 


Claims 



I. REAL PARTY IN INTEREST 

The real party in interest for this appeal is Biozone Laboratories, Inc. by virtue of the 
assignment recorded at reel/frame no. 012533/0995. 

K RELATED APPEALS AND INTERFERENCES 

There are no other appeals or interferences which will directly affect or be directly 
affected by or have a bearing on the Board's decision in this appeal. 

EL STATUS OF CLAIMS 

Claims 1-14 were originally filed. Claims 1-14 were cancelled and new claims 15-23 
were added by amendment on March 26, 2002. Claims 16-17 and 23 were cancelled and claim 24 
was added by amendment on March 5, 2004. . Pending claims 15, 18-22 and 24 were finally 
rejected under 35 U.S.C. § 1 12, first paragraph, for allegedly lacking adequate written description, in 
the Office action mailed March 25, 2003- Claims 15, 18-22 and 24 were finally rejected under 35 
U.S.C. .§112, second paragraph for allegedly being indefinite. Applicants appeal the final rejection 
of the pending claims* 
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Application No.: 09/530,795 3 Docket No.: 270142000300 

IV. STATUS OF AMENDMENTS 

Applicant filed an Amendment After Final Rejection on October 28, 2004. The 
Examiner responded to the Amendment After Final Rejection in an Advisory Action mailed 
November 17, 2004. In the Advisory Action, the Examiner indicated that Applicants' proposed 
amendments to claims would not be entered. 

Accordingly, the claims enclosed herein as Appendix A do not incorporate the 
amendments to claims, submitted in the response to the final Office Action on October 28, 2004. 

V. SUMMARY OF CLAIMED SUBJECT MATTER 

The invention relates to formulations of infant milk formula that uses liposomes to 
deliver nutrients, stabilize ingredients and enhance the bioavailability of ingredients in the infant 
mile formula. Specification, page 4, line 29 to page 5, line 2. The invention exploits the use of 
liposomes in the making of infant nutritional formula that more accurately reflects the structures 
contained in natural mothers milk. The use of liposomes in infant nutritional formulations serves to 
increase the oral bioavailability of nutrients in the nutritional formulation. Specification, page 5, 
lines 18-25. The specification discloses the use of phospholipids in the liposomes from 0.1-50%. 
Specification, page 5, lines 6-7. Specific percentages of phospholipids are disclosed in the 
examples, such as 1.0% and 2.0%. Specification, Example 1, page 6 and Example 2, page 8. 

VI. ISSUE 

The sole issue on appeal is whether there is sufficient written description in the present 
application to support claim language reciting phospholipids in an amount between 1.0% and 2.0%. 

VH. GROUPING OF CLAIMS 

For purposes of this appeal brief only, and without conceding the teachings of any prior 
art reference, all of the claims are grouped into a single group. Thus, the pending claims stand or 
fall together. 
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Application No, : 09/530,795 4 Docket No.: 270142000300 

Vm. ARGUMENTS 

The present appeal addresses the single issue of whether the pending claims lack 
adequate written support. Specifically, Applicants have attempted to amend the claims to recite a 
liposome composition that comprises, inter alia, a phospholipid concentration from between 1.0% to 
2.0%- ] The Examiner has refused to enter this amendment because, in his view, there is no support 
in the specification for this limitation. The Examiner is in error. 

To satisfy the written description requirement, a patent application must describe the 
invention in sufficient detail that one of skill in the relevant art could conclude that the inventor was 
in possession of the claimed invention at the time the application was filed. See Vas-Cath Inc. v. 
Mahurkar, 935 F.2d 1555, 1563-64, (Fed. Cir. 1991). The Federal Circuit in Union Oil of 
California, made it clear that an applicant need not precisely recite each and every element of a 
claim limitation in the specification in order to satisfy the written description requirement See 
Union Oil of Col. v. Atlantic Richfield Co., 208 F.3d 989 (Fed. Cir. 2000). 

The facts of the present case are reminiscent of the facts in In re Wertheim, 541 R2d 257 
(CCPA 1976). In In re Wertheim^ applicants recited a range in the specification from 25-60% solid 
content along with specific embodiments at 36% and 50%. Id. at 265. The CCPA held that, "as a 
factual matter, persons skilled in the art would consider processes employing a 35-60% solids 

content to be part of appellant's invention " Id. The court made this finding even though there 

was no explicit support for the particular range claimed, only for specific embodiments of 36% and 
50%. 

In the present case, the specification discloses formulas with a lipid concentration range 
from 0.1-50%. Specification at page 5 7 lines 3-10. The examples recite particular embodiments 
that contain 1.0% phospholipids (Example 1 7 formulas 1 and 2) and 2.0% phospholipid (Examples 
2, 3 and 4). Thus, just as in In re Wertheim, literal support for these and other range boundaries can 
be literally derived from the specification as filed. 



Applicants attempted to reintroduce the term ^phospholipid" in the claims as part of the amendments 
made in response to the final Office Action. These amendments were not entered. Applicants note that the term 
"phospholipids" was recited in the claims prior to the amendment submitted on March 5, 2004. 
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Application No.: 09/530,795 5 Docket No.: 270142000300 

The Office acknowledged in the last action the disclosure noted above. However, the 
Office persists in the notion that while in order for a range in a claim to be adequately supported, 
that range must be explicitly disclosed . As the discussion in In re Wertheim illustrates, this position 
of the Office is in error and should be withdrawn. 

'The PTO has done nothing more than to argue lack of literal support, which is not 
enough. If lack of . If lack of literal support alone were enough to support a rejection 
under § 112, then the statement of In re Lukach, [citation omitted) that "the invention 
claimed does not have to be described in ipsis verbis in order to satisfy the description 
requirement of § 1 12/ is empty verbiage. The burden of showing that the claimed 
invention is not described in the specification rests on the PTO in the first instance, and it 
is up to the PTO to give reasons why a description not in ipsis verbis is insufficient. Id. 

Applicants urge the Board to overturn the Examiner regarding the sole issue on appeal. 
The Examiner has failed to provide any sound reasons why one of ordinary skill in the art would not 
reasonably conclude that the range of between 1.0% and 2.0% is not adequately supported. As 
discussed in In re Wertheim, the issue the Board must decide is: 

[W]hether the invention appellants seek to protect by their claims is part of the invention 
that appellants have described as theirs in the specification. That what appellants claim as 
patentable to them is less than what they describe as their invention is not conclusive if 
their specification also reasonably describes that which they do claim. Inventions are 
constantly made which turn out not to be patentable, and applicants frequently discover 
during the course of prosecution that only a part of what they invented and originally 

claimed is patentable. To rule otherwise would let form triumph over substance, 

substantially eliminating the right of an applicant to retreat to an otherwise patentable 
species merely because he erroneously thought he was first with the genus when he filed. 



In light of the disclosure that explicitly provides teachings with phospholipid 
concentrations is the claimed range, to uphold the Examiner's position in this case would let a 
perceived requirement for literal disclosure of a range of phospholipids to triumph over the 
substance of the invention disclosed by Applicants. Accordingly, Applicants request that the Board 
reverse the Examiner's position regarding the claimed range and direct that the Examiner prosecute 
the claims with this range of phospholipids. 



sd-262369 



PAGE 10/12 * RCVD AT 5/3112005 10:03:51 PM [Eastern Daylight Time] * SVR:USPTO-EFXRM/0 ' DNIS:8729306 " CSID;619 515 0268 * DURATION (mnKS):03-M 



05/31/^005 19:03 FAI 619 515 0268 



MANNING & HARDER 



©Oil 



Application No.: 09/530,795 



6 



Docket No,: 270142000300 



IX. CLAIMS INVOLVED IN THE APPEAL 

The Appendix contains a copy of the claims on appeal. 

X. CONCLUSION 

All of the claims pending are directed to a liposome preparation comprising a natural 
bilayer-forming lipid component consisting of a phospholipids concentration between 1.0% and 
2.0% and an active ingredient comprising one or more components selected from the group 
consisting of micronutrients, proteins, immunoglobulins, vitamins, and minerals- The Examiner has 
erred by not permitting Applicants to amend the pending claims to the stated concentration of 
phospholipids. This limitation is fully supported by the present specification. Thus, claims 15, 18* 
22 and 24 are in condition for allowance and passage of these claims to issuance is respectfully 
requested- 

Dated: May 31, 2005 Respectfully submitted, 




38lrValley Centre Drive, Suite 500 
San Diego, California 92130 
(858)720-7940 
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Application No.: 09/530,795 7 Docket No,: 270142000300 

APPENDIX A 

Claims Involved in the Appeal of Application Serial No- 09/530,795 
1-14. (canceled) 

15. A liposome preparation consisting essentially of a natural bilayer-forming lipid 
component and an active ingredient component, 

wherein the lipid component consists of a bilayer forming lipid concentration of between 
0.2% to 2,0% (w/w) of the liposome preparation, and 

wherein the active ingredient component comprises one or more components selected from 
the group consisting of micronutrients, proteins, immunoglobulins, vitamins and minerals. 

16-17. (canceled) 

18. The liposome preparation of claim 15, wherein the lipid component is selected from 
the group consisting of glycerolphospholipids, sphingophospholipids, and mixtures thereof. 

19- The liposome preparation of claim 15, wherein the lipid component is selected from 
the group consisting of glyceroglycolipids, sphingoglycolipids, and mixtures thereof. 

20. The liposome preparation of claim 15 t further comprising a stabilizer, wherein the 
stabilizer is selected from the group consisting of cholesterol, stigmasterol, earrageenan, and 
mixtures thereof. 

21. The liposome preparation of claim 20, wherein the concentration of the stabilizer 
comprises 0.05% to 30% w/w of the liposome preparation. 

22. The liposome preparation of claim 15, wherein the micronutrients consist of thiamine 
HC1 and ferrous sulfate. 

{ 

23. (canceled) 

24. The liposome preparation of claim 15 that is useful in a nutritional supplement or an 
infant formula. 
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